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Food and Drug Director

7920 Elmbrook Drive, Suii
Dallas, TX 75247-4982

Office of the Regional

TELEPHONE: 214-655-8100
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November 27, 2000
Level 1 findings may be symptomatic of serious underlying problems that could compromise the
quality of mammography at your facility. They represent a serious violation of the law which
may result in FDA taking regulatory action without further notice to you. These actions include,
but are not limited to:
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- Assessing civil money penaities up to $10,000 for each failure to substantiaily comply with, or
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- Suspension or revoc
against further mammography.

In addition, your response shouid address the level 2 findings that were listed on the inspection
report provided to you at the close of the inspection. The inspection revealed the following level

2 findings:



Page 3
November 27, 2000

If you have more specific questions about mammography facility requirements, or about the
content of this letter, please feel free to contact Deborah M. McGee at (214) 655-8100 ext. 138.

Sincerely yours,
.A
)\ O\
Gary L. Pierce

Regional Food and Drug Director

Cc: Certified Mail — Return Receipt Requested
Janet Brantly-Nelson
Manager/Radiology Supervisor
Sid Peterson Memorial Hospital
Dba Peterson Regional Ambulatory Care Center
260 Culley Drive
Kerrville, TX 78028



